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PURGED

[“)ci~rMr. Jones:

Durii]g M it~spcction of HGM Mcciicnl Laser conducted between Febmi.ry 3 and 6, 1997,
Consumer Sufcty OHiccr Martina E. Ctrnacty determined that your firm manufactures medical
lWXS. ‘l”hcscproducts m mcciicd devices as defined by Section 201(h) of the Federal Food,
Dr-ugml Comc[ic Act (the Act).

‘1’hc[~buvc-stutcd it~spcctiot]rcvded ttmt these dcviccs are miulternted within the meaning uf
Scctiut] 50 I(h) of [hc Act, in thut the methods used in, or the facilities or controls used for the
t~]~ll)[lli~c[llrit~g, p(lckil]g, s[omgc, or installation wc nut in cmf’mnancc with Oood Manufacturit~g
I’ructicc ((]MI’) [i)r Mcdiml Dcviws Regulation, us spcciflcd in “1’itla21, ~ t

Iiggullltiw]st I’[111 820 (2 I f~l;l{ H20)[ISfOllOws:

1. I;[lilt]tc 10 COIKIIIC1 [Ill pl~~ccssil~gcontrol opmIlioiIs in u mwner hignod to assure thtit IIIC
(Icvicc COIIIi)rIIIS to []pplicublc specifications, as required by 21 CFR 820,100(b)(2). For
cxwIIplc, scvcrul [)csigll Chnngc Noticcfi (D{;Ns) were relenscd to production prior to !imil
sigl]-of”!’[ls required by your SOP.

B



-., Page 2- HGM Medical Laser.“
8 March 13, 1997

e 2.

3.

40

5.

Fuilure to completely investigate the failure of a device or any components to meet
performance specifications after the device has been released for distribution, as required
by 21 CFR 820.162. For example, there was no documentation of failure analysis or
failure investigation for the following complaints: , received 1/3/96;
received 11/10/95; , received 7/28/96 and . received 4/20/95.

Failure to communicate approved changes in the manufacturing process to appropriate
persomel in a timely manner, as required by21 CFR 820.100(b)(3). For example, Regular
Change Notice ~ dated 6/13/96 was released on 9/10/96, however, the current

has not been updated to reflect the
current procedure.

Failure to routinely calibrate, inspect, and check all production and quality assurance
measurement equipment as required by 21 CFR 820.61. For example, the

was clue for calibration in January 1997. Our inspection revealed this
equipment wa=sin use on February 5, 1997 on the productiordQA floor without being
calibrated.

Failure to perform maintenance of equipment necessary to assure the manufacturing
specifications are met, as required by 21 CFR 820.60(a). For example, there was no
documentation that the has had preventative
maintenance as required by the Operato~’s Manual,

‘l-his Ictter is not intended to be an all-inclusive list of deficiencies at your facility. It is your
rcsponsibi Iity to ensure udherence to each requirement of the Act and regulations. The speci tic
violations noted in this letter and in the FDA 483 issued at the closeout ofthc inspection may bc

symptomatic of serious underlying problems in your firm’s manufacturing and quality assurance
systems. You are responsible for investigating and determining the causes of the violations
identi ficd by the FDA. If the causes are determined to be systems problems, you must promptly
initiate permanent corrective actions,

You should take prompt action to correct these deviations, I:ailure to promptly correct these
dcvi[ltions may result in rcgul :tory action being initiotcd by the Food and Drug Adminis[rution
witt~out filrthct notice, “1’lIcsc wtions Include, but arc not limited to, seizure, injunction, rind/or
civil Ixmlltics.

I:cdcml itgcncics urc mlviscd of the issuance o! all Warning I.cttcrs regarding medicul devices so
[lwy n]uy t(~kcthis information into account when considering the award of contracts,
Addi[ion[~lly, no prcmarkct submissions for dcviccs to which the (IMP deficiencies nrc rcason[~hly
ICl[ItCd will hc clcnrcd unlil the violations hnvc been corrected, Also, no requests for (Jcrtificntcs
[\)r I) I(MIIICIS h- Ilxport will Ix npprovcd ut~til the viol[lli(]ns rcl[ltcd to the subject dcviccs IIIIVC

Ilcc”ll Colrcclc(l.

PURGED
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0 In order to facilitate FDA in making the determination that such corrections have been made and
thereby enabling FDA to withdraw its advisory to other federal agencies concerning the award of
government contracts, and to resume marketing clearance, and export clearance for products
manufactured at your Denver facility, we are requesting that you submit to this oflice, certification
by an outside expert consultant that it has conducted an audit of your firm’s manufacturing and
quality assurance systems relative to the requirements of the device GMP regulation (21 CFR, Part
820). You should also submit a copy of the consultant’s report, and certification by you that you
have reviewed the consultant’s report and that your firm has initiated or completed all corrections
called for in the report. The certifications of audit and corrections should be submitted to this
oflice by October 1, 1997.

We are in receipt of your Febrwq 19, 1997, response to the FDA-483, Although your response
promises corrective action to all the issues indicated, similar issues were noted during the 1994
and 1995 inspections of your firm. We note that at the conclusion of both these inspections, your
firm also promised corrective actions, however deviations continue to occur.

Please notify this oftlce when the facility will be rendy for inspection. Until the adequacy of the
corrections can be
withheld.

Your reply should
Regina A. BarreII,

●

confirmed, clearance of the premarket submissions noted above will be

be sent to the Food and Drug Administration, Denver District OffIce, Attention:
Compliance Off]ccr, at the above address.

SincereIv.

( District Director

PURGED


